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DETAILED ACTION 

Claims 1-12 are pending in the case. 

Sequence compliance 

This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821 (a)(1 ) 
and (a)(2). However, this application fails to comply with the requirements of 37 CFR 
1.821 through 1.825 because sequences are set forth in the specification (for examples 
see pages 16, 17) that lack sequence identifiers. If the sequences are already present 
in the sequence listing, it would be remedial to amend the specification to include the 
appropriate sequence identifiers. Applicants are required to comply with all of the 
requirements of 37 CFR 1 .821 - 1 .825. Any response to this office action that fails to 
meet all of these requirements will be considered non-responsive. The nature of the 
noncompliance with the requirements of 37 C.F. R. 1 .821 through 1 .825 did not 
preclude the examination of the application on the merits, the results of which are 
communicated below. 

Claim Objections 

Claims 2, 3, 4, 9, 10, 11, 12 are objected to because of the following 
informalities: In claim 2, "alpha mating factors" presumably should read "alpha mating 
factor". In claim 3, "secretin" presumably should be "secretion", and "to" should be 
inserted before "said promoter" in the last line of the claim. In claim 4, "a" should be 
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inserted before "target sequence" in line 2 of the claim. In claim 9, "the" should be 
inserted before "AOX1 sequence". In claim 10, "to" should e inserted after "linked" in 
line 6 of the claim. In claim 1 1 , "the" should be inserted before "expression vector". The 
claims should be carefully reviewed to be corrected for any further grammatical errors. 
Appropriate correction is required. 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 1 , and by dependence claims 2-9, are vague and indefinite in the 
recitation of "a promoter obtained from a methanol responsive gene of Pichia pastoris at 
a pH of about 5 to 6.8". It is not clear from the claim whether applicants intend the pH to 
refer to the media pH in which the recited yeast strain is grown, or whether the pH 
refers to the pH at which the recited gene is methanol responsive. 

Claim 10 is vague and indefinite in reciting "(ii) introducing expression of the 
alphal -antitrypsin coding sequence from the expression vector to produce alphal- 
antitrypsin..." , since it is not clear how "expression" is introduced. (It may be that 
applicants intended the term "inducing"). 
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Claim 1 1 recites an expression vector which is "pGPICZ". However, the 
specification does not contain any description or recitation of pGPICZ, and it is unclear 
what is intended by this term. The specification does however recite "pPICZ", which 
may be what the applicants intended. 

Claim 12 recites "selected from the group consisting of KM71 , and SMD1 168H 
said strains comprising a...". It is unclear what is intended by this phrase. The claim is 
further vague and indefinite in the recitation of "a sequence of nucleotides encoding 
alphal -antitrypsin and a promoter region from Pichia pastoris AOX1 gene operably 
linked to the sequence of nucleotides that encodes glycosylated alphal -antitrypsin", 
since it is not clear that the sequence encoding alphal -antitrypsin is intended to be the 
same as the sequence encoding glycosylated alphal -antitrypsin. Claim 12 is further 
vague and indefinite in the recitation of "comprising the steps of ..." since it appears that 
only one step, i.e. culturing, is recited. Therefore the intended metes and bounds 
cannot be determined. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nancy T. Vogel whose telephone number is (571) 272- 
0780. The examiner can normally be reached on 6:30 - 3:00, Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Irem Yucel, Ph.D. can be reached on (571) 272-0781. The fax phone 



Application/Control Number: 10/672,177 



Page 5 



Art Unit: 1636 

number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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6/9/06 




